


































































Page 34 of 42 

5.4.	Efficacy	Summary		
	
In	COVID-19	male	outpatients	(COVID-19	8-point	ordinal	scale	<3),	the	
proxalutamide	(GT0918)	demonstrated	a	significant	reduction	in	the	rate	of	
hospitalization.			
	
6.	SAFETY	RESULTS		
6.1.	Data	Sets	Analyzed	
	
Summaries	of	adverse	events	and	other	safety	data	are	based	on	the	safety	
population	that	comprises	the	262	subjects	who	received	at	least	1	dose	of	either	
proxalutamide	or	placebo	(134	subjects	in	the	proxalutamide	arm	and	128	subjects	
in	the	placebo	arm).	

6.2.	Adverse	Events		
	
All	TEAEs	whether	serious	or	non-serious,	were	reported	from	the	time	informed	
consent	was	obtained	until	30	days	after	the	last	dose	of	study	treatment	(unless	
subjects	died	or	had	complete	remission	and	did	not	respond	to	follow-up).	

6.2.1.	Summary	of	All	Adverse	Events		

Treatment-emergent adverse events were reported for 34% of subjects in the 
proxalutamide arm and for 61% of subjects in the placebo arm. SAEs were only reported 
in the placebo arm. 

		 Placebo	 Proxalutamide	

Safety	population	 128	 134	

Number	of	subjects	with	TEAE	 78	 45	
Number	of	subjects	with	SAEs	 35	 0	

Number	of	subjects	with	TEAE	leading	
to	discontinuation	

0	 0	

Number	of	subjects	with	TEAE	leading	
to	death	

2	 0	

	
Table	6.	Summary	of	all	adverse	events	

6.2.2.	Most	Frequently	Reported	Adverse	Events	

The most frequently reported TEAEs (i.e., occurring in ≥10% of subjects in either arm) 
were Dehydration (15% proxalutamide versus 14% placebo), back pain (10% 
proxalutamide versus 12% placebo). Gastrointestinal TEAE were more frequent in the 
proxalutamide arm: Diarrhea (21% proxalutamide versus 9% placebo), Nausea	(14% 
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Musculoskeletal	and	cognitive	
tissue	

		 		

Arthralgia	 7	 2	
Back	pain	 15	 13	

Scrotal	pain	 3	 1	
Pain	in	extremity	 4	 6	

Respiratory,	thoracic	and	
mediastinal	

		 		

Shortness	of	breath	 46	 6	
Skin	and	subcutaneous	tissue	 		 		

Lesions	 6	 3	
	

Table	7.	Summary	of	most	frequently	reported	adverse	events	

6.2.3.	Deaths,	Other	Serious	Adverse	Events,	and	Other	Significant	Adverse	
Events	

6.2.3.1.	Deaths		

Deaths	within	30	days	of	enrollment	in	the	study	was	reported	for	2	subjects	(1.6%)	
in	the	placebo	arm.	No	deaths	were	reported	in	the	proxalutamide	arm.		In	the	
placebo	arm,	the	primary	cause	of	death	was	reported	as	progressive	COVID-19	
disease.			

6.2.3.2.	Serious	Adverse	Events	
 
The percentage of subjects reported to have SAEs was 0% (0/134) in Proxalutamide arm 
and 27% (35/128) in the placebo arm. 

6.3.	Clinical	Laboratory	Evaluation	
 
Not available as of the date of this report. 

6.4.	Safety	Summary	
	
No	SAEs	were	reported	during	the	course	of	the	study	in	the	proxalutamide	arm.		
Gastrointestinal TEAE more common in the proxalutamide arm compared to the placebo 
arm. This could be due to a possible interaction between proxalutamide and 
nitazoxanide.	
	
7.	DISCUSSION	
	
Men	infected	with	SARS-CoV-2	have	an	increased	risk	of	severe	COVID-19	disease	
compared	to	women.2	A	multitude	of	factors	may	contribute	to	the	gender	
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